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Longer-term safety and efficacy of ofatumumab in recently diagnosed and
treatment naïve patients is consistent with the overall population in the ALITHIOS
open-label extension study
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Introduction: Ofatumumab (OMB) demonstrated superior efficacy and similar safety vs teriflunomide in the Phase 3 ASCLEPIOS I/II trials in the overall
population of patients with relapsing MS (RMS) and a subgroup of patients recently diagnosed (≤3 years) and treatment-naïve (RDTN). In the overall
population, OMB has demonstrated well-tolerated safety and sustained longer-term efficacy for up to 4 years in the ALITHIOS open-label extension study.
Objective: To assess the longer-term safety and efficacy of OMB for up to 4 years (data cut-off: 25-Sep-2021) in a subgroup of RDTN RMS patients.
Methods: Efficacy outcomes (annualized relapse rate (ARR), time-to-3/6-month confirmed disability worsening [3m/6mCDW], number of Gd+T1 lesions,
annualized T2 lesion rate) up to 4 years were analyzed in two groups: 1) RDTN patients randomized to OMB in ASCLEPIOS I/II and continuing OMB in
ALITHIOS (continuous; n=314) and 2) RDTN patients randomized to TER in ASCLEPIOS I/II, switched to OMB in ALITHIOS (switch; n=301). Safety outcomes
were analyzed in overall (RDTN patients enrolled in ASCLEPIOS I/II and ALITHIOS, n=546), continuous (OMB in core studies+ALITHIOS; n=314) and switch
groups (TER in ASCLEPIOS I/II and OMB in ALITHIOS; n=232).
Results: Mean age at baseline was 36.8/35.7 years, 69.1%/65.8% were female, and the mean EDSS was 2.30/2.22 in the continuous/switch groups. Over
ASCLEPIOS I/II+ALITHIOS, the ARR in the continuous group remained low up to 4 years and the cumulative number of confirmed relapses was 42% lower in
continuous vs switch group. Within group (ASCLEPIOS I/II vs ALITHIOS) analysis showed that continuous use of OMB was associated with a significant
reduction in ARR by 43.1%; switching to OMB resulted in a pronounced reduction in ARR (76.6%). The difference in KM estimates at Month 36 for
3m/6mCDW indicates that risk of events was similar in both the treatment groups after switching to OMB. Treatment emergent adverse events (AEs)
occurred in 93.6%/83.2% of the continuous/switch groups and serious AEs were reported in 16.2%/7.8%, respectively. Detailed safety (severity of AEs,
treatment discontinuation) and efficacy data will be presented at the congress.
Conclusion: Consistent with longer-term safety and efficacy findings for up to 4 years in the overall population of the ALITHIOS study, these analyses show
the favorable benefit–risk profile of OMB in RDTN RMS patients, supporting its use as a first-line therapy at an early stage of the MS disease course.
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